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ONE HUNDHED SIXTH CONOHESS 

&on~re$s of tip @lniteb &ate$ 

&mu$t af %tpre$entutibod 

COMMITTEE ON OOVERNMENT REFORM 

2157 RAYWJRN House OCFICE Bull mNR 

WASHINGTON, PC 20515-6145 

April 27,ZOOO 

The Honorable Jana llenney, M.D. 
CommiEsioncr for Food and Drugs 
Food and Dfug Administration 
5600 Fishcrs Lane, Room 1471 
Rockvillc, Maryland 20857 

RE: Docket No. OON-1200 and Docket No. 95N-0304 

,Dcnr Dr. Hcnnoy: 

1OM l.bNfO% nhUFoRNU 
RODSHl L. WISE. Jv WFST ~IRRINU 

Ptirsuaut. to Rules X and XI of the Rules ol‘thc House of Rcprcscntatives, lhe Committee on 
Gnvcmment. Kefornl has oversight of the Food and ‘Drug AdministMio1-r (FDA), As you know, 
the Committee has an ongoing invesligation into tha regulation of dietary supplemcnls by 
Fcdcral agencies including the 1~J~A. Jt 3s important to assure [hat Americans have access to safe 
and health promoting dietary suppll;mcni products. 

In writing Ibc Dictsry Supplement Health ,uld Education Acl @SHEA), the Congress provided 
ihc FDA wit11 the noc;~ssary authority to remove unsafe supplements from \hr; market, a point 
that you have confirmed on several oc;casions in testimony before Congress. When FDA uselr 
this authority, il is impcmtivc that any actions bc based on valid wioncc. 

On June 4, 1997, FDA proposed a regulation t.o limit the markcling of dietary su~q~lcmcnts 
containing ephodrinc alkaloids (vhedra pmduct,s). This proposod rule wosc from FDA concerns 
that. cphcdru products were causing ndvcrsc effects in s;onsumcrs. A subscqucnt report that the 
Gcncral Acoaunljng Office, (GAO) published in July 1399, confirmed that, while thcrc was some 
basis for Gonccrn, the portions of FDA’s proposed rule that the GAO bud audited did not htrva WI 
udequotc scicntifio hasis. 

Juvl as with all foods and di&ry supplemenis, thc~c is certainly Q need to assure the safe use of 
products that coniain ephcdro. Many products that are consume garcly by millions of 
Americans, ifnot proparly used, pope significant heulth risks. Expanded oduca(irsn on the 
imporlance of rending labels has saved many livca of those nllcrgic lo peanuts and other food 
substances which can create li&~hrcatenin~ reaclianti when consumrAi. Unfortunately, many 
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CO~PII~WS still do not mad labels on dietmy supplements wd over-thesounler produ~ls and lhus 
prcvcntablc adverse roaotions occur, 1 was suddened tn learn lhat many of (ho cvcnts rcportod 
showed evidence that consumers failed lo follow clearly ma&cd warnings and consumed 
products for which their preexisting he&h cmditims were tl cmlraindicalion. 

Many responsible conlpanies have worked wilh their trade aesociations and with mudical and 
scientific ctipcrlf to colablish standards lhrough tmdc guidance and by supporting state la.ws. In 
an effort to monitor the impact of these standnrds on pmduct snfcty. several palties filed 
Freedom of lnfolmation Acr (FOIA) rayuesls beginning in 1997 te request any new adverse 
event reports concerning ephedta producls lhat FDA rcccivcd afIcr thc publication of lbc June 4, 
1997 proposed mlc. PDh has irlformcd the yrutios requesting thcsc records that the agency did 
not hnvc suffkicnt r~~o~rce~ t.o provide the records, and these records were not produced as 
required under the FOJA, This n~isrnanagen~enl of the FOIA process is comnplalely un~ccrspl;Jble 
and must he reclifiecl immcdiulcIy. Floasc provide morlthly updafcs Lo my staff on the status of 
FOIA requests and the resolution lo the bticklog orrcqucuts. 

On April 3, 2000, FDA published a Pcdcral Rcpistcr Notice announcing the withdrawal oflhc 
portions of the 1997 propogcd lulc that the GAO auditod. Othor Not&s published on the same 
day announced the availability of new adverse cvcnt reportts for thcsc products. solicited 
r;c,mmr;nb on lhier new infcx-rn~lion, announL;txl a public; forum lo be held at a dale to be spccifi~~I 
in the future, and announced tic availability of new guidance on the illegal mnrketing of elreet 
dl-rlg r&elnativee. 

I commend you for withdrawing the portions of the 1997 proposed rule 11x11 were the suhjeel of 
the GAO audit. 1lowcvcr, it, is clear that the process that FDA has proposed for public review of 
Lhis new information will not pnmit. the type of filly infonncd comments that the agorrcy needs. 

The FDA Notice stated that it has crcatcd a scparatc group ofroports an cphodra products tbnt 
were submitted to FDA from June 1, 1997, through March 3 1. 1999. The purpose ol’sctling lhc 
March 31, 1999, cutoff date was to create “R closed set of data to analyze and prcparo for public 
rel~so,” Howover, WA failed lo share this infonnhtion with the public for an entire year. The 
agency also took ten months lo fulfill g roqucsl I made in May 1999 jk’or similar information. 
Between March 3 I, I WY, and M mh 3 1,2000, FDA spent sovors.1 monlhs compiling UJO reports, 
and Ihcn spenl sovorel more obtaining review8 of thas~ 140 AERs from within FDA and also 
from outside cxpc~ts. PDA also obtained statcn1cnt.s from oulsido cxpcrls rcviowing lbe 
qq4icahlt: published literature and the traditional uses of ephedra products, and assessing 
reptirting rales for vurinu~ typc~ of products. 

When FDA rolcasad Iho 140 AERs for public review on Murch 31,2000, FDA had compiled 
scvcral hundred pages of analysis and references, rtncl htld also oollectcd information on another 
130 advcrsc cvcnls lhot tho agency has ye1 la analyze. All of this information, which FDA has 
described 8s approximately 10 linoar fcci. oZpnpcr. was provided lo the public fo‘or its review on 
March 3 1, 2clOO. TWA has also rcqucstcd t11a.t. the public provide the a.gcncy with ‘hew ueagc 
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data, and new scientific infon-natioJl, inaludin~ ~IiJlicai trials” in order to assure that any fiuturc 
decisions with ruspocl to ophodra products will he based on complete and udequarc data. This 
new information is of crit,ical irnpoltancc to any rcvicw ol’cphcdra products, but jb; not included 
jn FDA’s c~u-rent reword. 

‘I’he public is being asked t.o undcrtakc R rcvicw of approximately lhrco limos as much 
infomlation as FDA reviewed in one year and to compifc new informalinn as well in just 45 
days. I understand that the ta.sk of obtaining all of the information FDA has placed in this docket 
will take up to three weeks (half of tha current, comment period), 

Given the sized of the task, and the iJllportauct to have adcquatc rcviaw: the 45 day commenl 
period is considerably inudcquate. 1 am requesting t.haf this period be cxtcndcd lhrough 
Dcccmbcr 3 1, 2000, The lime thal WA 1~;~s providetl for public review is plajnly not suflicicnt 
to achieve the task that FDA has at&d as its goal a thorough public review and discussion of 
ihe ~nfoly of ephctin, products. 1 agree with the agency that this is a dcsirablc and altainablr: 
goal. Howcvcr, more lime fi)r public review is essential lo this goal. 

As FJ>A already recognizes. in order to have an informative public forum, FDA should allow at 
least one month after the close of the public comment poriod for public review of the commenls 
hefore holding tha public forum. 

Finally, if FDA believes lhut cur-rent standards for these products arc not suflicicnt to proled the 
public hcnlth and 1haI now or uddilivnal sl~mrlilr’ds are necessity. we encourage FDA to discuss 
its conccn~s with intcrcstcd partics bcforo FDA publishes any new prc~pnsul for ephedra yroduct,s. 
Ikweloping s~undurds by consemus will help to RSSWC that fllturc issues olproducl safety WG 
rcsolvcd in ars cxpcdiliuua manner, 

The process that FDA has cstablishcd for the ongoing review of epheclra products will not result 
in u firir and thoJxq$h review of the science. If J~cceesary, in order lo assure ihc scienliik 
integrity ofFDA’s pmcers, we will request that the GAO conduct an additional rcvicw of Lhc 
scicntifk basis for any future FDA pmposal~ for these products. 

Please provide a rcsponsc to the rcqucst for an olcl+xkm by May 4, 2000. If you have any 
questions, please contact Ms. S. Elizahcth Clay at 202-225-5074. 

Sincerely, 

hl 13u1*0t1 

Chakmsln 


